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An air/water valve assembly for use in an endoscope or other
medical equipment is provided. The valve assembly includes
a spool and a one-piece sealing member that includes a num-
ber of sealing rings. The spool can be injection molded, and
the sealing member can be overmolded onto the spool. A
spring, retainer, and housing are also included to form the
valve assembly. As such, an air/water valve assembly may be
made that can be used in a single medical procedure and then
discarded in a cost-effective manner. Corresponding methods
of manufacturing an air/water valve assembly are also pro-
vided.
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1
DISPOSABLE AIR/WATER VALVE FOR AN
ENDOSCOPIC DEVICE

FIELD OF THE INVENTION

The present invention relates generally to air/water valves
for use with medical instruments. More particularly the
present invention relates to a disposable valve assembly for
use in an endoscopic device.

BACKGROUND OF THE INVENTION

Endoscopes are used in modern medical practices to allow
a medical practitioner to look inside a hollow organ or body
cavity of a patient. Using an endoscope, a patient’s symptoms
may be investigated (e.g., symptoms in the digestive system
including nausea, vomiting, abdominal pain, difficulty swal-
lowing, gastrointestinal bleeding, etc.); a diagnosis may be
confirmed (e.g., by performing a biopsy); or treatment may be
provided (e.g., cauterizing a bleeding vessel, widening a nar-
row esophagus, clipping off a polyp, etc.).

Unlike other medical imaging devices, endoscopes are
inserted directly into the organ or cavity. During an endo-
scopic procedure, air and water are typically used to insufflate
the organ or cavity being accessed and/or to irrigate the area
and/or portions of the device (e.g., the optic head of the
endoscope itself). The flow of air and water is typically con-
trolled by the user of the device via a valve.

SUMMARY OF THE INVENTION

Valves such as those described above for regulating the
flow of air and water through an endoscope must be cleaned
and disinfected after every medical procedure to avoid cross-
contamination between patients. This necessitates having
several valves on hand to accommodate back-to-back proce-
dures, as the cleaning and disinfection processes can take
significant time to complete. Reusable valves are also expen-
sive and must be handled with care.

Accordingly, embodiments of the present invention
described herein provide for a disposable valve assembly for
regulating the flow of air and water through a medical instru-
ment, such as an endoscope. Embodiments of the valve
assembly described herein are designed for use in a single
procedure and can then be discarded.

As described below, in one embodiment, a valve assembly
for a medical instrument is provided that includes a housing
and a spool comprising a first end, a second end, a longitudi-
nal passageway extending between the first end and the sec-
ond end, and first and second portions proximate the first and
second ends, respectively. The first portion of the spool may
be configured to be received at least partially within the hous-
ing, and an outer surface of the second portion of the spool
may define a plurality of positioning features. The valve
assembly may further include a sealing member comprising a
longitudinal support member and a plurality of sealing rings
extending circumferentially from the support member. Each
sealing ring may be spaced from an adjacent sealing ring a
distance along a length of the support member that corre-
sponds to a distance between adjacent positioning features.
An inner surface of the support member may be configured to
engage the outer surface of the spool. Furthermore, each
sealing ring may define an opening such that an inner circum-
ferential surface of each sealing ring is configured to sealingly
engage the outer surface of the second portion of the spool
proximate a corresponding positioning feature.
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2

In some cases, the valve assembly may further include a
spring and a retainer. The spring may comprise a first end and
a second end and may be disposed around the first portion of
the spool. The retainer may be configured to be received by
the first end of the spool. The second end of the spring may be
configured to engage and remain fixed with respect to the
housing, and the first end of the spring may be configured to
engage the retainer, such that the retainer is biased away from
the housing. The housing may define at least one radial exten-
sion configured to engage the second end of the spring. At
least a portion of the outer surface of the spool may define a
longitudinal groove configured to receive the support mem-
ber of the sealing member. An outer surface of the support
member may form a flush surface with the outer surface of the
spool when the sealing member is engaged with the spool.
Furthermore, the sealing member may be overmolded onto
the spool.

In some embodiments, the spool may define a transverse
passageway that is substantially perpendicular and intersects
with the longitudinal passageway. The transverse passageway
may be defined through the longitudinal groove. At least one
portion of the longitudinal groove may be defined by at least
one positioning feature. In addition, the spool may define a
transverse passageway that is substantially perpendicular to
and intersects with the longitudinal passageway, and the sup-
port member of the sealing member may define a longitudi-
nally extending ring configured to engage an opening of the
transverse passageway defined in the outer surface of the
spool.

The sealing member may comprise four sealing rings in
some cases. In addition, the housing may define longitudinal
extensions that are configured to engage an endoscope within
which the valve assembly is mounted.

In other embodiments, a method of manufacturing a valve
assembly for a medical instrument is provided. The method
may include molding a spool, where the spool comprises a
first end, a second end, a longitudinal passageway extending
between the first end and the second end, and first and second
portions proximate the first and second ends, respectively. An
outer surface of the second portion of the spool may define a
plurality of positioning features.

The method may further include overmolding a sealing
member onto an outer surface of the spool. The sealing mem-
ber may comprise a longitudinal support member and a plu-
rality of sealing rings extending circumferentially from the
support member. Each sealing ring may be spaced from an
adjacent sealing ring a distance along a length of the support
member that corresponds to a distance between adjacent posi-
tioning features. An inner surface of the support member may
engage the outer surface of the spool, and each sealing ring
may define an opening such that an inner circumferential
surface of each sealing ring may sealingly engage the outer
surface of the second portion of the spool proximate a corre-
sponding positioning feature. Furthermore, a housing may be
molded that is configured to at least partially receive the first
portion of the spool, and the first portion of the spool may be
disposed at least partially within the housing.

In some cases, the method may include disposing a spring
around the first portion of the spool, wherein the spring
defines a first end and a second end, and providing a retainer
configured to be received by the first end of the spool. The
second end of the spring may be engaged to the housing such
that a position of the second end of the spring remains fixed
with respect to the housing, and the first end of the spring may
be engaged with the retainer. The retainer may be attached to
the first end of the spool, such that the retainer is biased away
from the housing.
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In some embodiments, a longitudinal groove may be
defined in at least a portion of the outer surface of the spool,
wherein the longitudinal groove is configured to receive the
support member of the sealing member. Molding the spool
may comprise using a first mold to form the spool, and over-
molding the sealing member may comprise removing the
spool from the first mold and placing the spool in a second
mold. Overmolding the sealing member may comprise direct-
ing an elastomeric material into the longitudinal groove to
form the sealing member in the second mold.

In some cases, a plurality of stationary plates may be
arranged in an orientation that is perpendicular to a longitu-
dinal axis of the spool. The plates may comprise concentric
holes and may be positioned at locations corresponding to
locations of the sealing rings to be formed. Moreover, mold-
ing the spool may comprise defining a transverse passageway
that is substantially perpendicular to and intersects with the
longitudinal passageway, and wherein the transverse pas-
sageway is defined through the longitudinal groove. At least
one portion of the longitudinal groove may be defined by at
least one positioning feature. Additionally or alternatively,
molding the spool may comprise defining a transverse pas-
sageway that is substantially perpendicular and intersects
with the longitudinal passageway, and overmolding the seal-
ing member may comprise defining a longitudinally extend-
ing ring in the support member that engages an opening of the
transverse passageway defined in the outer surface of the
spool.

Such embodiments provide significant advantages as
described and otherwise discussed herein.

BRIEF DESCRIPTION OF THE DRAWINGS

Reference will now be made to the accompanying draw-
ings, which are not necessarily drawn to scale. The drawings
are for illustrative purposes only, and are not intended to limit
the scope of the present invention.

FIG. 1 shows a schematic illustration of an endoscopic
device;

FIG. 2A shows a cross-sectional view of a conventional
air/water valve assembly in an unactuated position;

FIG. 2B shows a cross-sectional view of the air/water valve
assembly of FIG. 2A in an actuated position;

FIG. 3 shows a perspective view of a conventional air/water
valve assembly;

FIG. 4 shows an exploded view of the air/water valve
assembly of FIG. 3;

FIG. 5 shows a perspective view of an air/water valve
assembly according to an exemplary embodiment of the
present invention;

FIG. 6 shows an exploded view of the air/water valve
assembly of FIG. 5 according to an exemplary embodiment of
the present invention;

FIG. 7A shows a perspective view of a spool according to
an exemplary embodiment of the present invention;

FIG. 7B shows a cross-sectional view of the spool of FIG.
TA,

FIG. 8 shows a perspective view of a one-piece sealing
member according to an exemplary embodiment of the
present invention;

FIG. 9 shows a perspective view of a housing according to
an exemplary embodiment of the present invention;

FIG. 10 shows a view of a valve assembly inserted within
an air/water cylinder of a medical device according to an
exemplary embodiment of the present invention;
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FIG. 11 illustrates a flowchart of a method for manufactur-
ing an air/water valve assembly according to an exemplary
embodiment of the present invention; and

FIGS. 12A and 12B show schematic representations of a
mold for manufacturing an air/water valve assembly accord-
ing to an exemplary embodiment of the present invention.

DETAILED DESCRIPTION OF THE INVENTION

Embodiments of the present invention will be described
with reference to the accompanying drawings, where appli-
cable. It is understood that the present invention may be
embodied in many different forms and should not be con-
strued as limited to the embodiments set forth herein; rather,
these embodiments are provided for illustrative purposes
only. Like numbers refer to like elements throughout.

While the embodiments of the valve assembly and method
for making the valve assembly for regulating the flow of air
and water through a medical instrument are described below
in the context of an endoscope for performing an endoscopic
procedure (such as a colonoscopy), it should be understood
that the embodiments of the present invention may also be
utilized in other medical instruments including, for example,
a variety of different endoscopic and/or laparoscopic instru-
ments.

An example of an endoscope 10 for performing endoscopic
procedures, such as a gastrointestinal endoscopy, is shown in
FIG. 1. The depicted endoscope 10 includes a proximal end
15, which may be the end closest to the user (e.g., the medical
practitioner) and may include an eyepiece that the user can
look through to view the organ or cavity being examined. The
endoscope 10 also includes a distal end 20, which may be the
end closest to the target site within the organ or cavity being
examined. Controls may be provided on a main body 25 ofthe
endoscope disposed between the proximal and distal ends 15,
20. Furthermore, a fluid conducting portion 30 may be pro-
vided that connects a source of air and water (not shown) with
the distal end 20 of the endoscope 10. For example, air, CO,,
or other gas for distending the organ or cavity is able to enter
the endoscope 10 via a gas inlet 32, and water is able to enter
via a water inlet 34. The flow of either fluid towards the distal
end 20 may be regulated and controlled via the user’s inter-
action with the controls of the main body 25. The main body
25 of the endoscope 10 may house a suction valve 40 for
withdrawing effluent and gases from the gastrointestinal
tract, as well as an air/water valve 50 for controlling the flow
of air and/or water through the endoscope.

The operation of the air/water valve 50 is shown in the
cross-sectional views of FIGS. 2A and 2B. For example, an
unactuated position of the valve 50 is shown in FIG. 2A, and
an actuated position of the valve is shown in FIG. 2B. As
illustrated in FIG. 2A, a spring 78 may be provided that
engages a spring retainer 80 at one end and a valve housing
52, 54 at the other end. The spring retainer 80 may be attached
to the spool 56 (e.g., via other valve components shown in
FIG. 3), such that the spring 78 biases the spool 56 to the
unactuated position shown in FIG. 2A. At the same time, an
actuation force F applied to the outer end 51 of the valve 50 by
the user (as shown in FIG. 2B) may serve to move the spool 56
and its components with respect to the housing 52, 54 to the
actuated position of FIG. 2B.

As shown in FIGS. 2A and 2B, at least a portion of the
spool 56 is configured to define a passageway 57 there-
through. The spool 56 may, for example, define a port 59 that
is oriented perpendicularly with respect to the longitudinal
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axis of the passageway 57 of the spool 56, and the passageway
57 may extend from the port 59 to an opening 85 at the outer
end 51 of the valve 50.

With reference to FIG. 2A, air 90 (or other gas) may be able
to flow from the gas inlet 32 (shown in FI1G. 1) into a cavity 95
defined by an air/water cylinder 96 in which the valve 50 is
disposed via an inlet 91. When the opening 85 is clear (e.g.,
when the user is not blocking the opening 85 with a finger, for
example), the air 90 may flow from the cavity 95, through the
port 59, through the passageway 57, and out of the valve
assembly via the opening 85. When the opening 85 is blocked
by the user’s finger, for example, pressure within the passage-
way 57 may build up to a point at which the air 90 is forced
past a lip seal 72 that is positioned around the spool 56 (e.g.,
by deflecting the seal away from the inner surface of the
air/water cylinder 96, towards the spool 56) and out of the
cavity 95 past the bearing 70 towards an outlet in the distal
end 20 of the endoscope via an outlet 92. At the same time, the
flow of water 97 from an inlet 93 is precluded from exiting the
cavity 95 via an outlet 94, as the seal 76 (shown also in FIG.
4) does not allow the air to flow past.

When the user applies a force F against the biasing force of
the spring 78 to actuate the valve 50, the valve is moved to the
actuated position shown in FIG. 2B. In the actuated position,
air 90 is precluded from exiting the cavity 95 via outlet 92 as
a result of the movement of a seal 70 to a position shown in
FIG. 2B that blocks the air from accessing the outlet 92. In
addition, the seal 76 that was blocking the passage of water
from the inlet 93 to the outlet 94 of the air/water cylinder 96
is also moved so as to clear a pathway for the flow of water to
the outlet 94. In the actuated position shown in FIG. 2B, the
seal 74 blocks the water from the inlet 92 from passing into
the space in the cavity 95 through which the airflow path from
the inlet 91 to the outlet 92 is defined.

With reference now to FIGS. 3 and 4, a conventional reus-
able air/water valve 50, as described above, is shown in
assembled and exploded configurations. Conventional reus-
able valves 50 typically include a number of machined metal
parts that, along with multiple seals, must be assembled
together to form a valve that is able to function as described
above with respect to FIGS. 2A and 2B. For example, the
depicted valve (shown in exploded form in FIG. 4) includes a
housing 52 and a housing overmold 54; a spool 56 with spool
ends 58, 60 and spool sleeves; two bearings 66, 68; four seals
70,72,74,76; a spring 78, spring retainer 80, and retainer cap
82; and a color ring 84 for a total of seventeen separate
components. Of these components, six are machined metal
components (e.g., the housing 52, the spool 56, the spool ends
58, 60, and the spool sleeves 62, 64). The large number of
components results in a complex design that is costly to
fabricate and laborious to assemble. Moreover, the reusable
nature of the valve 50 requires the valve to be cleaned and
disinfected after every use to prevent cross-contamination
between patients, which also adds to the cost.

Accordingly embodiments of the present invention provide
an air/water valve that is made up of fewer components than
conventional reusable valves such as the example described
above and shown in FIGS. 2A-4. Moreover, in embodiments
of the present invention, all of the components can be pro-
duced using injection molding, thereby eliminating the need
for machined metal parts. In this way, embodiments of the
present invention provide a valve that can be used as a dis-
posable (e.g., single-use) valve in a cost-effective manner.

Turning now to FIGS. 5 and 6, a valve assembly 100 is
shown in accordance with embodiments of the present inven-
tion. In the depicted embodiment, the valve assembly 100
includes a housing 110, a spool 120, and a sealing member
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130. With reference to FIGS. 7A and 7B, the spool 120
includes a first end 121, a second end 122, and a longitudinal
passageway 123 extending between the first end and the sec-
ond end. The spool 120 further comprises a first portion 124
proximate the first end 121 and a second portion 125 proxi-
mate the second end 122. The first portion 124 of the spool
120 may be configured to be received at least partially within
the housing 110.

Moreover, an outer surface 126 ofthe spool 120 may define
aplurality of bearing features 147a, 1476 and/or a plurality of
positioning features 127a, 1275,127¢,127d. As depicted, the
bearing features 147a, 1475 and the positioning features
127a, 1275, 127¢, 127d may provide the spool 120 with a
surface profile such that the diameter of the spool varies along
the spool’s longitudinal axis L.

The bearing features 147a, 1476 may, for example, com-
prise portions of the spool that bulge or otherwise protrude
radially outwardly from the surface 126 of the spool 120, such
that they provide regions of the spool that have a larger
diameter than other regions of the spool (e.g., a larger diam-
eter than adjacent regions). In this regard, the bearing features
147a, 147b may be configured (e.g., sized, shaped, and/or
positioned) to serve a function similar to the bearings 66, 68
of the conventional valve shown in FIG. 4.

The positioning features 127a, 1275, 127¢, 127d may, for
example, comprise ridges, concavities, and/or other features
that are configured to receive complementary portions of the
sealing member 130, as described in greater detail below. For
example, the positioning features 127a, 1275, 127¢, 127d
may be configured such that the material for forming the
sealing rings 132, 133, 134, 135 of the sealing member may
be injection molded into the positioning features.

A close-up view of the sealing member 130 is shown in
FIG. 8. The sealing member 130 may include a longitudinal
support member 131 and a plurality of sealing rings extending
circumferentially from the support member 131. In the
depicted embodiment, the sealing member 130 includes four
sealing rings 132, 133, 134, 135. Each sealing ring 132, 133,
134, 135 may, for example, be spaced from an adjacent seal-
ing ring by a distance along a length of the support member
131 that corresponds to a distance between adjacent position-
ing features 127a, 1276, 127¢, 127d. For example, referring
to FIGS. 7A and 8, the positioning features 127a and 1275 in
FIG. 7A may correspond to the distance between sealing ring
132 and 133 in FIG. 8. Likewise, the distance between the
positioning features 1276 and 127¢ may correspond to the
distance between the sealing rings 133 and 134, and the
distance between the positioning features 127¢ and 1274 may
correspond to the distance between the sealing rings 134 and
135.

Accordingly, an inner surface 136 of the support member
131 may be configured to engage the outer surface 126 of the
spool 120. For example, each sealing ring 132, 133, 134, and
135 may define an opening therethrough, such that an inner
circumferential surface 136 of each sealing ring may be con-
figured to sealingly engage the outer surface 126 of the sec-
ond portion 125 of the spool 120 proximate a corresponding
positioning feature 127a, 1275, 127¢, 127d. In this way, the
sealing rings 132, 133, 134, and 135 may be configured to
serve as the seals 70, 72, 74, 76 of the conventional valve
shown in FIG. 4 when assembled as a valve assembly and
disposed within an air/water cylinder (such as the air/water
cylinder 96 shown in FIGS. 2A and 2B). In contrast with the
seals in a conventional valve, such as the valve 50 of FIGS. 2A
and 2B, embodiments of the invention provide sealing rings
132, 133, 134, 135 that consist of only 1 piece of injection
molded plastic that is, in some embodiments, overmolded
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directly onto the spool 120 in the configuration shown in FIG.
5, as described in greater detail below.

Turning again to FIG. 6, in some embodiments, the valve
assembly 100 may further include a spring 140 and a retainer
150. Although a coil spring is depicted in FIG. 6, other types
of spring structures and materials may be used in other
embodiments to provide the same biasing forces. Thus, the
spring 140 may be a coil spring (metal or plastic), a spring
washer-type spring (metal or plastic), or a cylinder of foam
material.

The spring 140 may have a first end 141 and a second end
142 and may be disposed around the first portion 124 of the
spool 120, as shown in FIGS. 5 and 6. The retainer 150, in
turn, may be configured (e.g., sized and shaped) to be
received within the first end 141 of the spring 140 and to
engage the first end 121 of the spool 120. For example, the
retainer 150 may include a cap portion 151 and a reduced-
diameter portion 152 extending from the cap portion. A lip
153 may be defined by the cap portion 151 proximate the
interface between the cap portion and the reduced-diameter
portion 152. The reduced-diameter portion 152 may be con-
figured to fit inside the spring 140 (e.g., inside the coils of the
spring in the depicted embodiment), and the first end 141 of
the spring 140 may thus be configured to engage (e.g., contact
and/or push against) the lip 153 when the valve assembly is
assembled. Moreover, the reduced-diameter portion 152 may
define an opening 154 therethrough that is configured to
receive and engage at least part of the first portion 124 of the
spool 120. For example, the spool 120 may be attached to the
retainer 150 via a press fit engagement between the first end
121 of the spool and the opening 154 within which it is
received. Additionally or alternatively, adhesive may be used
to secure the first end 121 of the spool 120 within the opening
154 of the retainer 150. In such a way, the retainer 150 may be
fixed with respect to the spool 120, and the spring 140 may be
retained in a surrounding relationship with respect to the first
portion 124 of the spool 120.

Atthe same time, the second end 142 of the spring 140 may
be configured to engage and remain fixed with respect to the
housing 110. For example, as shown in FIG. 9, in some
embodiments, the housing 110 may define radial extensions
111 that extend inwardly from an outer wall 112 of the hous-
ing. The second end 142 of the spring 140 may, in such
embodiments, engage and push against an inner surface 117
of'the radial extensions 111 of the housing 110, shown in FIG.
9, such that an actuating force applied to the spring 140 (such
as by pushing on the retainer 150 in the direction of the spool
120 in the assembled configuration shown in FIG. 5) is
resisted by the radial extensions 111 and the spring 140
remains between the lip 153 of the retainer and the inner
surface 117 of the radial extensions 111 of the housing. In the
unactuated position shown in FIG. 5, the retainer 150 may be
biased away from the housing 110. The retainer 150 and spool
120 assembly is maintained in engagement with the housing
110, however, through the engagement of a spool ledge 127¢
with an outer surface 119 of the radial extensions 11 of the
housing 110 (shown in FIGS. 6, 7A, and 9).

Thus, with the second end 142 of the spring 140 engaged
with the housing 110, the first end 141 of the spring engaged
with the retainer 150, and the retainer engaged with the first
end 121 of the spool, as described above, an actuating force
applied to the retainer 150 when the valve assembly 100 is in
the unactuated position shown in FIG. 5 serves to move the
spool 120 and the sealing member 130 attached thereto in the
direction indicated in FIG. 5 by the arrow 160. When the
actuating force is removed, the biasing force of the spring 140
moves the spool 120 and sealing member 130 back towards
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the unactuated position depicted in FIG. 5. Accordingly,
movement of the spool 120 and the sealing member 130
within an air/water cylinder such as the cylinder 96 shown in
FIGS. 2A and 2B within an endoscope or other medical
instrument may open and close certain air and water path-
ways, similarly to the function of the valve 50 described
above with respect to FIGS. 2A and 2B.

Turning again now to FIG. 7A, in some embodiments, at
least a portion of the outer surface 126 of the spool 120 may
define a longitudinal groove 128 that is configured to receive
the support member 131 of the sealing member 130 (shown in
FIG. 8), as shown in the assembled configuration depicted in
FIG. 5. The longitudinal groove 128 and the support member
131 may be configured, for example, such that the outer
surface 137 of the support member 131 forms a flush surface
with the outer surface 126 of the spool 120 when the sealing
member 130 is engaged with the spool. As noted above, the
tight fit of the sealing member 130 with the spool 120 (e.g.,
within the longitudinal groove 128) may, for example, be the
result of the overmolding of the sealing member onto the
spool, as described in greater detail below. In other cases,
however, the sealing member 130 may be formed (e.g.,
molded) separately from the spool 120 and may be configured
(e.g., through sizing and material selection) such that it can be
stretched to fit onto the spool 120.

As shown in the cross-section of FIG. 7B, in some cases the
spool 120 may define a transverse passageway 129 that is
substantially perpendicular to and intersects with the longi-
tudinal passageway 123. The transverse passageway 129 may
be defined through the longitudinal passageway 123, so as to
provide a flow path for the air or other gas to enter into the
longitudinal passageway and be directed towards the first end
121 ofthe spool 120. The air or other gas may then be released
to the external environment via opening 154 in the cap portion
152. In this regard, the transverse passageway may be defined
through the longitudinal groove 128.

In still other embodiments, at least one portion of the
longitudinal groove 128 may be defined by at least one posi-
tioning feature, as described above. For example, in the
depicted embodiment of FIG. 7A, the longitudinal groove
128 extends through and is defined by the bearing features
147a, 147b and/or the positioning features 127a, 1275, 127¢,
127d. Moreover, in some cases, such as when the transverse
passageway 129 is defined through the longitudinal groove
128, the support member 131 of the sealing member 130 may
define a longitudinally extending ring 138 that is configured
to engage the opening 170 of the transverse passageway 129
defined in the outer surface 126 of the spool 120, as shown in
FIG. 5. In other cases, however, such as when the transverse
passageway 129 is not defined through the longitudinal
groove 128 (e.g., when the location of the longitudinal groove
is rotated 90° about the longitudinal axis L. from the position
depicted in FIG. 7A), the support member 131 of the sealing
member 130 need not define a longitudinally extending ring
138 and may, instead, extend linearly from one end of the
sealing member to the other.

With reference to FIG. 9, in some embodiments, the hous-
ing 110 defines at least one longitudinal extension 113 con-
figured to extend over the outer surface 126 of the first portion
of'the spool 120 or at least a portion thereof, as shown in FIG.
5. In the depicted embodiment, for example, three longitudi-
nal extensions 113 are provided, arranged in alternating fash-
ion with portions of the outer wall 112 of the housing 110 that
define three radial extensions 111. The longitudinal exten-
sions 113 may be configured (e.g., sized and shaped) to secure
the valve assembly 100 to an air/water cylinder of the endo-
scope or other medical device when the valve assembly is
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installed for use. With reference to FIG. 10, for example, the
air/water cylinder 96 may extend upwardly from the body 185
of the endoscope or medical device, and the valve assembly
100 shown in FIG. 5 may be inserted into the air/water cyl-
inder. As the valve assembly 100 is inserted into the air/water
cylinder 96, the longitudinal extensions 113 may receive the
air/water cylinder 96, and a top edge of the air/water cylinder
may rest against the outer surface 119 of the radial extensions
111 of the housing 110 shown in FIG. 9 once the valve
assembly 100 is fully engaged within the air/water cylinder.
Accordingly, once the valve assembly 100 is inserted into the
air/water cylinder 96, as depicted in FIG. 10, the longitudinal
extensions 113 may form a snug fit with the outer surface of
the air/water cylinder 96, thereby maintaining the valve
assembly in engagement with the endoscope or other medical
instrument during operation.

In some embodiments, slots 114 may be defined in the
outer wall 112 of the housing 110. The slots 114 may be
configured to facilitate engagement of the housing 110 with
the air/water cylinder 96 by allowing the housing 110 of the
valve assembly to form a positive lock with the endoscope or
other medical instrument within which the valve assembly
100 is mounted. The slots 114, for example, may allow the
longitudinal extensions 113 to act as tangs that are configured
to be moved outwardly from the longitudinal axis of the valve
assembly (e.g., by flexing) as the inner surface of the longi-
tudinal extensions are guided over mating ridges defined by
the outer surface of the air/water cylinder 96 as the valve
assembly is inserted into an operating position therein. In
other cases, however, the radial extensions 111 and the lon-
gitudinal extensions 113 may form a continuous outer wall
112 of the housing.

In some embodiments, one or more of the longitudinal
extensions 113 may include a pull tab (not shown) on the
outer surface of the respective longitudinal extension that can
be grasped by a user and used to break off at least one of the
longitudinal extensions once use of the valve assembly is
compete. In this way, the valve assembly may be more easily
removed from the endoscope after a single use (e.g., by
“unlocking” the attachment of the valve assembly to the air/
water cylinder). At the same time, the breaking of a longitu-
dinal extension may prevent the use of the valve assembly in
another endoscope for additional procedures, thereby ensur-
ing that the valve assembly is a single-use valve assembly.

Turning now to FIG. 11, a method of making a valve
assembly, such as the valve assembly 100 described above
and illustrated in FIGS. 5-9, is shown. According to embodi-
ments of the method, a spool is molded at block 200. As
described above, the spool may include a first end, a second
end, a longitudinal passageway extending between the first
end and the second end, and first and second portions proxi-
mate the first and second ends, respectively, where an outer
surface of the second portion of the spool defines a plurality of
positioning features. The spool may be molded in a conven-
tional mold. Suitable materials for molding the spool may
include, for example, polycarbonate (PC); acrylonitrile buta-
diene styrene (ABS); polypropylene; polyethylene; and other
suitable polymers.

The spool may be removed from the first mold and placed
in a second mold for overmolding the sealing member, as
described at block 210. An illustration of an embodiment of
the second mold 265 is shown in FIGS. 12A and 12B. The
sealing member may be made of elastomeric materials and
may include a longitudinal support member and a plurality of
sealing rings extending circumferentially from the support
member, as described above. Each sealing ring may be spaced
from an adjacent sealing ring a distance along a length of the
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support member that corresponds to a distance between adja-
cent positioning features defined by the spool, such that an
inner surface of the support member engages the outer surface
of the spool. Each sealing ring may thus define an opening
such that an inner circumferential surface of each sealing ring
sealingly engages the outer surface of the second portion of
the spool proximate a corresponding adjacent positioning
feature. In some embodiments, stationary plates defining con-
centric holes may be arranged in a spaced apart manner along
the longitudinal axis of the spool. The stationary plates 260
may be arranged in an orientation that is perpendicular to the
longitudinal axis of the spool, and a portion of the spool 120
may be received within the hole defined in each plate at a
location at which a sealing ring is to be formed, as shown in
FIG. 12A. In this way, the stationary plates may allow seal
contact surfaces (e.g., an outer circumferential surface) of the
sealing rings to be formed during the overmolding process
without the formation of parting lines, which may otherwise
cause leaks. The completed spool 120 with overmolded seal-
ing member 130 may then be removed from the mold 265
shown in FIG. 12A by ejecting the spool and sealing member
through the stationary plates 260, as shown in FIG. 12B.

In some embodiments, molding the spool may include
defining a transverse passageway that is substantially perpen-
dicular to and intersects with the longitudinal passageway of
the spool, as described above. The transverse passageway
may be defined through the longitudinal groove in some
cases. Moreover, in some instances, overmolding the sealing
member may comprise defining a longitudinally extending
ring in the support member that engages an opening of the
transverse passageway defined in the outer surface of the
spool.

Atblock 220, a housing may be molded, where the housing
is configured to at least partially receive the first portion of the
spool. The housing may be made of any suitable material,
such as a thermoplastic or polyester-based elastomer (e.g.,
rubber, Viton® material, silicone, neoprene, polyolefin, etc.)
or polyurethane. The spool may then be engaged with the
housing at block 230. The first portion of the spool, for
example, may be at least partially disposed within the hous-
ing, as described above.

In some embodiments, the spool may be engaged with a
spring and a retainer at block 240, and the retainer may be
attached to the spool to capture a spring between the housing
and the retainer at block 250. For example, a spring may be
disposed around the first portion of the spool. A retainer
configured to be received by a first end of the spool may be
provided, and the second end of the spring may be engaged to
the housing such that a position of the second end of the
spring remains fixed with respect to the housing. Likewise,
the first end of the spring may be engaged with the retainer,
and the retainer may be attached to the first end of the spool
such that the retainer is biased away from the housing, as
described in greater detail above.

It will be understood that each block or step of the flow-
chart illustration of FIG. 11, and combinations of blocks, can
be implemented by computer program instructions. These
computer program instructions may be loaded onto a com-
puter or other programmable apparatus to produce a machine,
such that the instructions which execute on the computer or
other programmable apparatus form means for implementing
the functions specified in the flowchart block(s) or step(s).
These computer program instructions may also be stored in a
computer-readable memory that can direct a computer or
other programmable apparatus to function in a particular
manner, such that the instructions stored in the computer-
readable memory may produce an article of manufacture
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including instruction means which can implement the func-
tion specified in the flowchart block(s) or step(s). The com-
puter program instructions may also be loaded onto a com-
puter or other programmable apparatus, among other things,
to cause a series of operational steps to be performed on the
computer or other programmable apparatus. This may pro-
duce a computer implemented process such that the instruc-
tions which execute on the computer or other programmable
apparatus provide steps for implementing the functions speci-
fied in the flowchart block(s) or step(s).

Accordingly, blocks or steps of the flowchart illustration
support, among other things, combinations of means for per-
forming the specified functions, combinations of steps for
performing the specified functions and program instruction
means for performing the specified functions. It will also be
understood that each block or step of the flowchart illustra-
tion, and combinations thereof, can be implemented by spe-
cial purpose hardware-based computer systems which per-
form the specified functions or steps, or combinations of
special purpose hardware and computer instructions.

As described above and shown in the associated figures,
embodiments of the air/water valve assembly are configured
to be disposable, such that the valve assemblies may be
removed from an endoscope or other medical equipment and
disposed of after use in a single procedure. Accordingly,
embodiments of the valve assembly described above do not
include numerous precision-machined metal components or
multiple separate seals that need to be assembled, nor does the
valve assembly require adhesive for attaching machined parts
together, which can be complicated and costly. Rather,
embodiments of the invention reduce the parts count of the
assembly to 5 parts, while still allowing for compatibility of
the valve assembly with existing valve bodies. Moreover,
embodiments of the valve assembly make use of high volume
production processes such as injection molding to minimize
manufacturing costs. In addition, the shorter duty life allows
for less expensive materials to be used, as the valve assembly
does not need to withstand repeated use.

Other modifications and other embodiments of the inven-
tion set forth herein will come to mind to one skilled in the art
to which this invention pertains having the benefit of the
teachings presented in the foregoing descriptions and on the
associated drawings. Therefore, it is to be understood that the
invention is not to be limited to the specific embodiments
disclosed and that modifications and other embodiments are
intended to be included within the scope of the appended
claims. Although specific terms are employed herein, they are
used in a generic and descriptive sense only and not for
purposes of limitation.

Further, throughout the description, where compositions
are described as having, including, or comprising specific
components, or where processes systems or methods are
described as having, including, or comprising specific steps,
it is contemplated that compositions or the present invention
may also consist essentially of, or consist of the recited com-
ponents, and that the processes or methods of the present
invention also consist essentially or consist of the recited
steps. Further, it should be understood that the order of steps
or order of performing certain actions are immaterial so long
as the invention remains operable. Moreover, two or more
steps or actions may be conducted simultaneously with
respect to the invention disclosed herein.

What is claimed is:

1. A valve assembly for a medical instrument comprising:

a housing;

a spool comprising a first end, a second end, a longitudinal

passageway extending between the first end and the
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second end, and first and second portions proximate the
first and second ends, respectively, wherein the first por-
tion of the spool is configured to be received at least
partially within the housing, and wherein an outer sur-
face of the second portion of the spool defines a plurality
of positioning features; and

a sealing member comprising a longitudinal support mem-
ber and a plurality of sealing rings extending circumfer-
entially from the support member, wherein each sealing
ring is spaced from an adjacent sealing ring a distance
along alength of the support member that corresponds to
a distance between adjacent positioning features,

wherein an inner surface of the support member is config-
ured to engage the outer surface of the spool, and

wherein each sealing ring defines an opening such that an
inner circumferential surface of each sealing ring is con-
figured to sealingly engage the outer surface of the sec-
ond portion of the spool proximate a corresponding
positioning feature.

2. The valve assembly of claim 1 further comprising:

a spring comprising a first end and a second end, wherein
the spring is disposed around the first portion of the
spool, and

a retainer configured to be received by the first end of the
spool,

wherein the second end of the spring is configured to
engage and remain fixed with respect to the housing, and
the first end of the spring is configured to engage the
retainer, such that the retainer is biased away from the
housing.

3. The valve assembly of claim 2, wherein the housing
defines at least one radial extension configured to engage the
second end of the spring.

4. The valve assembly of claim 1, wherein at least a portion
of'the outer surface of the spool defines a longitudinal groove
configured to receive the support member of the sealing mem-
ber.

5. The valve assembly of claim 4, wherein an outer surface
of the support member forms a flush surface with the outer
surface of the spool when the sealing member is engaged with
the spool.

6. The valve assembly of claim 4, wherein the sealing
member is overmolded onto the spool.

7. The valve assembly of claim 4, wherein the spool defines
a transverse passageway that is substantially perpendicular
and intersects with the longitudinal passageway, and wherein
the transverse passageway is defined through the longitudinal
groove.

8. The valve assembly of claim 4, wherein at least one
portion of the longitudinal groove is defined by at least one
positioning feature.

9. The valve assembly of claim 1, wherein the spool defines
atransverse passageway that is substantially perpendicular to
and intersects with the longitudinal passageway, and wherein
the support member of the sealing member defines a longitu-
dinally extending ring configured to engage an opening of the
transverse passageway defined in the outer surface of the
spool.

10. The valve assembly of claim 1, wherein the sealing
member comprises four sealing rings.

11. The valve assembly of claim 1, wherein the housing
defines longitudinal extensions configured to engage the
medical instrument within which the valve assembly is
mounted.

12. A method of manufacturing a valve assembly for a
medical instrument comprising:



US 9,161,680 B2

13

molding a spool, wherein the spool comprises a first end, a
second end, a longitudinal passageway extending
between the first end and the second end, and first and
second portions proximate the first and second ends,
respectively, wherein an outer surface of the second
portion of the spool defines a plurality of positioning
features;

overmolding a sealing member onto an outer surface of the
spool, wherein the sealing member comprises a longi-
tudinal support member and a plurality of sealing rings
extending circumferentially from the support member,
wherein each sealing ring is spaced from an adjacent
sealing ring a distance along a length of the support
member that corresponds to a distance between adjacent
positioning features, wherein an inner surface of the
support member engages the outer surface of the spool,
and wherein each sealing ring defines an opening such
that an inner circumferential surface of each sealing ring
sealingly engages the outer surface of'the second portion
of'the spool proximate a corresponding positioning fea-
ture;

molding a housing configured to at least partially receive
the first portion of the spool; and

disposing the first portion of the spool at least partially
within the housing.

13. The method of claim 12 further comprising:

disposing a spring around the first portion of the spool,
wherein the spring defines a first end and a second end;

providing a retainer configured to be received by the first
end of the spool;

engaging the second end of the spring to the housing such
that a position of the second end of the spring remains
fixed with respect to the housing;

engaging the first end of the spring with the retainer; and

attaching the retainer to the first end of the spool, such that
the retainer is biased away from the housing.
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14. The method of claim 12 further comprising defining a
longitudinal groove in at least a portion of the outer surface of
the spool, wherein the longitudinal groove is configured to
receive the support member of the sealing member.

15. The method of claim 14, wherein molding the spool
comprises using a first mold to form the spool, and wherein
overmolding the sealing member comprises removing the
spool from the first mold and placing the spool in a second
mold.

16. The method of claim 15, wherein overmolding the
sealing member comprises directing an elastomeric material
into the longitudinal groove to form the sealing member in the
second mold.

17. The method of claim 15 further comprising arranging a
plurality of stationary plates in an orientation that is perpen-
dicular to a longitudinal axis of the spool, wherein the plates
comprise concentric holes and are positioned at locations
corresponding to locations of the sealing rings to be formed.

18. The method of claim 14, wherein molding the spool
comprises defining a transverse passageway that is substan-
tially perpendicular to and intersects with the longitudinal
passageway, and wherein the transverse passageway is
defined through the longitudinal groove.

19. The method of claim 14, wherein at least one portion of
the longitudinal groove is defined by at least one positioning
feature.

20. The method of claim 12, wherein molding the spool
comprises defining a transverse passageway that is substan-
tially perpendicular and intersects with the longitudinal pas-
sageway, and wherein overmolding the sealing member com-
prises defining a longitudinally extending ring in the support
member that engages an opening of the transverse passage-
way defined in the outer surface of the spool.

#* #* #* #* #*



